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Editorial 


Medical science perceives randomized clinical trials 
(RCT) as the gold standard in the development of new 
drugs and source of providing valuable new treatment 
options. RCT results are indisputably used in the 
production of therapeutic guidelines and healthcare 
policy making. The health authorities of most developed 
countries are aware of the benefits of large-scale clinical 
trials. Thus, their websites often include sections 
dedicated to those. Issues they typically address include 
the application process for clinical trials or the potential 
benefits and risks for the participants. It seems that 
potential benefits for patients participating in large-scale 
clinical trials may vary greatly depending of the level of 
the health care available locally. In less developed 
countries, this is one of the ways for patients to have 
access to new, otherwise unavailable drugs. It is agreed 
that due to high level of regulation of this type of research 
patients as participants in clinical trials should be 
provided with direct health benefits, under the controlled 
risks that are not be greater than those associated with 
routine medical care or a disease progression. 


I came across an article written on the occasion of 
International Clinical Trials Day, which raises the 
question of whether implementation of clinical trials in 
the local community is needed [1]. Indeed, not a lot of 
research articles address the impact of large-scale clinical 
research on the local community, the health system itself 
and the quality of health care. When it comes to clinical 
trials, people generally agree that those are profitable for 
the pharmaceutical industry and researchers themselves. 
Less are mentioned direct investments of the sponsors 
(mainly through the supplied medicines, but also 
financing diagnostic tests etc.) that enable significant 
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savings for hospitals and healthcare systems. The 
estimates of direct investments of pharmaceutical 
industry are calculated in millions per year. In some 
countries of the Western Europe, as much as 13% of 
hospital budgets are made up of clinical trial revenues [1]. 


Health research is expected to have a direct impact on 
health policy and healthcare. Study of Cohen, at al. [2] 
focused on intervention research studies impact on 
healthcare policy and practice. They found measurable 
post-research impacts, with 38% of the studies having 
some impacts on policy and practice. On the other hand, it 
has been recognized that focus of pharmaceutical 
industry is not on certain clinical specialties when it is 
about generating information that would enable decision 
makers to develop therapeutic guidelines [3,4]. RCT 
sponsored by pharmaceutical industry are generating 
high quality evidence in a costly way, while the results are 
not fully applicable in clinical care due to the ideal setting 
of conduct and rigorously designed inclusion and 
exclusion criteria. Generated data can be very specific and 
hardly generalizable to the broader patient population. 
The governments and administration attempt to influence 
the direction of clinical research locally, through public 
funds and other sustained kinds of financial support in 
order to obtain data of interest. The budget of United 
States National Institutes of Health for this purpose was 
$31.2 billion, while United Kingdom had _ healthcare 
research budget of £1.7 billion [4]. 


Research about RCT is usually done by those involved 
in their implementation, so the focus is on practical 
aspects of design and conduct or issues with patient 
enrollment. Through this kind of research, it has been 
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recognized that providing information to the local 
community about the relevant findings of the RCT is 
important for the perception of the significance of this 
form of research, including the dissemination of results 
directly to the patients who participated in the trials as 
participants [5]. 


Within the Research Excellence Framework (REF) 
conducted in 2014, the United Kingdom universities and 
medical schools submitted 1,621 case studies in order to 
demonstrate the impact of their biomedical research 
during the period of last 20 years. Those case studies 
were assessed, and many were considered to provide 
examples of the benefits from such research. These 
benefits ranged from new developments of treatments to 
the screening programmes that yield reductions in 
mortality and morbidity [6]. It was suggested that 
research-active hospitals may offer wider treatment 
options on the benefit of all patients, and that hospitals 
engaged in the conduct of clinical trials have better health 
outcomes [7]. 


Insufficient data is available about the impact on 
quality improvement in healthcare itself. One of the 
definitions of quality improvement being “systematic, 
data-guided activities designed to bring about immediate, 
positive change in the delivery of health care in a 
particular setting” [8]. Majumdar, et al. [9] compared care 
and mortality rate for hospitals that are or are not 
participating in clinical trials. In conclusion authors 
suggested that those hospitals that do participate in trials 
seem to provide better care and to have lower mortality 
in certain indications. The caution should be applied 
regarding generalizing those data. Apart from other 
reasons, systematic differences in patient characteristics 
may be present depending on the hospital in which they 
are being treated [4]. For example, academic and 
research-active institutions could attract more educated 
and wealthy patients, these should be considered since 
patient population and their diseases characteristics may 
also. impact healthcare outcomes _ significantly. 
Nevertheless, a study in Netherlands provided evidence 
that training, and quality assurance associated with a 
large study was associated with a fast improvement in 
national outcome statistics [10]. 


A systematical difference was suggested for health 
professionals that practice in  research-active 
environment, because of personal characteristics, multi- 
disciplinary collaboration, or additional training and 
education that is available to them. Implementation of 
clinical research programs seems to increase the 
retention of gifted clinicians and scientists [4]. Widening 
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of opportunities for collaboration in research and 
participating in new developments could be very 
motivating. Also, there is a potential of increasing of 
visibility of investigators and their institutions in 
international medical scientists’ circles, given the co- 
authorship or acknowledgements in published clinical 
trial articles. 


The rationale for the potential impact of large-scale 
clinical trials on the quality of health care could lie 
primarily in the new experiences and knowledge that this 
type of research brings to hospitals. The available patient 
pool is what attracts the sponsors, while a prerequisite for 
participating in a large-scale clinical trial is availability of 
infrastructure in terms of accommodation, equipment and 
qualified researchers. Through participation in large-scale 
clinical studies, physicians are given the opportunity to 
apply a state-of-the-art drugs and treatment method, 
which may affect their future professional practice and 
therapeutic decisioning. It is possible that research-active 
institutions are more likely to follow up-to-date 
guidelines and introduce new evidence into practice 
faster [4]. It would be interesting to investigate indirect 
benefits of enhancement of the medical knowledge and 
skills of physicians participating in the studies as 
investigators, and whether the transfer of this new 
knowledge occurs within the healthcare institutions 
where the research is being conducted. 
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